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Restore	 ﾠExports	 ﾠof	 ﾠMolluscan	 ﾠShellfish	 ﾠto	 ﾠthe	 ﾠEuropean	 ﾠUnion	 ﾠ
Since	 ﾠ2009	 ﾠthe	 ﾠEuropean	 ﾠUnion	 ﾠhas	 ﾠbanned	 ﾠthe	 ﾠimports	 ﾠof	 ﾠmolluscan	 ﾠshellfish	 ﾠfrom	 ﾠthe	 ﾠUnited	 ﾠ
States.	 ﾠ	 ﾠWhile	 ﾠEU	 ﾠregulators	 ﾠclaim	 ﾠthat	 ﾠthe	 ﾠban	 ﾠis	 ﾠa	 ﾠresult	 ﾠof	 ﾠheath	 ﾠrisks	 ﾠassociated	 ﾠwith	 ﾠUS	 ﾠ
shellfish,	 ﾠwe	 ﾠsuspect	 ﾠthat	 ﾠthe	 ﾠban	 ﾠis	 ﾠretaliatory	 ﾠand	 ﾠpunitive	 ﾠand	 ﾠnot	 ﾠbased	 ﾠon	 ﾠactual	 ﾠhuman	 ﾠ
health	 ﾠissues.	 ﾠ	 ﾠIn	 ﾠ2009	 ﾠFDA	 ﾠinspectors	 ﾠaudited	 ﾠcertain	 ﾠEU	 ﾠmember	 ﾠstates	 ﾠand	 ﾠfound	 ﾠsignificant	 ﾠ
deficiencies	 ﾠin	 ﾠtheir	 ﾠshellfish	 ﾠsanitation	 ﾠprogram	 ﾠthat	 ﾠpreclude	 ﾠtheir	 ﾠimports	 ﾠinto	 ﾠthe	 ﾠUS.	 ﾠ	 ﾠIn	 ﾠ
apparent	 ﾠretaliation,	 ﾠEU	 ﾠregulators	 ﾠhave	 ﾠalleged	 ﾠvarious	 ﾠconcerns	 ﾠrelated	 ﾠto	 ﾠUS	 ﾠproducts,	 ﾠ
however	 ﾠthe	 ﾠFDA	 ﾠmaintains	 ﾠthat	 ﾠthese	 ﾠconcerns	 ﾠare	 ﾠnot	 ﾠbased	 ﾠon	 ﾠvalid	 ﾠhealth	 ﾠconcerns.	 ﾠ
EU	 ﾠmarkets	 ﾠrepresent	 ﾠa	 ﾠsignificant	 ﾠexport	 ﾠopportunity	 ﾠfor	 ﾠUS	 ﾠproducers,	 ﾠhowever	 ﾠwe	 ﾠhave	 ﾠbeen	 ﾠ
unable	 ﾠto	 ﾠidentify	 ﾠthe	 ﾠdollar	 ﾠvalue	 ﾠof	 ﾠexports	 ﾠprior	 ﾠto	 ﾠthe	 ﾠinstatement	 ﾠof	 ﾠthe	 ﾠ2009	 ﾠtrade	 ﾠ
restrictions.	 ﾠ	 ﾠThe	 ﾠshellfish	 ﾠproducers	 ﾠin	 ﾠthe	 ﾠUS	 ﾠhave	 ﾠbeen	 ﾠworking	 ﾠdiligently	 ﾠfor	 ﾠseveral	 ﾠyears	 ﾠin	 ﾠ
an	 ﾠeffort	 ﾠto	 ﾠresolve	 ﾠthe	 ﾠimpasse	 ﾠwithout	 ﾠsuccess.	 ﾠ	 ﾠWe	 ﾠare	 ﾠhopeful	 ﾠthat	 ﾠhigh-ﾭlevel	 ﾠefforts	 ﾠto	 ﾠ
resolve	 ﾠnon-ﾭtariff	 ﾠtrade	 ﾠbarriers	 ﾠwith	 ﾠthe	 ﾠEU	 ﾠwill	 ﾠallow	 ﾠus	 ﾠto	 ﾠrestore	 ﾠtrade	 ﾠin	 ﾠshellfish	 ﾠwith	 ﾠ
our	 ﾠEU	 ﾠcustomers.	 ﾠ
	 ﾠ
Background	 ﾠ
The	 ﾠUS	 ﾠimports	 ﾠ91	 ﾠpercent	 ﾠof	 ﾠits	 ﾠseafood	 ﾠresulting	 ﾠin	 ﾠan	 ﾠannual	 ﾠ$10.4	 ﾠbillion	 ﾠtrade	 ﾠdeficit	 ﾠin	 ﾠ
seafood	 ﾠ(FishWatch).	 ﾠ	 ﾠ	 ﾠMajor	 ﾠoyster	 ﾠproducer	 ﾠstates	 ﾠin	 ﾠthe	 ﾠEU	 ﾠhave	 ﾠsuffered	 ﾠ40-ﾭ‐80	 ﾠdeclines	 ﾠin	 ﾠ
production	 ﾠdue	 ﾠto	 ﾠa	 ﾠviral	 ﾠdisease	 ﾠ(Perneti).	 ﾠ	 ﾠMeanwhile,	 ﾠthe	 ﾠUS	 ﾠhas	 ﾠenjoyed	 ﾠsignificant	 ﾠrecent	 ﾠ
growth	 ﾠin	 ﾠthe	 ﾠshellfish	 ﾠproduction,	 ﾠparticularly	 ﾠon	 ﾠthe	 ﾠEast	 ﾠCoast	 ﾠ(Murray,	 ﾠ2012).	 ﾠ	 ﾠUS	 ﾠshellfish	 ﾠ
producers	 ﾠview	 ﾠthe	 ﾠEU	 ﾠmarket	 ﾠas	 ﾠpotentially	 ﾠquite	 ﾠlucrative	 ﾠbecause	 ﾠEU	 ﾠconsumers	 ﾠregularly	 ﾠpay	 ﾠ
a	 ﾠsignificant	 ﾠpremium	 ﾠover	 ﾠwhat	 ﾠUS	 ﾠconsumers	 ﾠare	 ﾠwilling	 ﾠto	 ﾠpay	 ﾠfor	 ﾠsimilar	 ﾠshellfish	 ﾠproducts.	 ﾠ
The	 ﾠFDA	 ﾠalso	 ﾠacknowledges	 ﾠthat	 ﾠthey	 ﾠdo	 ﾠnot	 ﾠanticipate	 ﾠthat	 ﾠEU	 ﾠproducers	 ﾠwould	 ﾠship	 ﾠsignificant	 ﾠ
quantities	 ﾠof	 ﾠshellfish	 ﾠto	 ﾠUS	 ﾠmarkets	 ﾠeven	 ﾠif	 ﾠthey	 ﾠwere	 ﾠpermitted	 ﾠto	 ﾠdo	 ﾠso.	 ﾠEU	 ﾠshellfish	 ﾠprices	 ﾠare	 ﾠ
significantly	 ﾠhigher	 ﾠthan	 ﾠthose	 ﾠin	 ﾠthe	 ﾠUS.	 ﾠ(The	 ﾠexception	 ﾠwould	 ﾠbe	 ﾠfor	 ﾠmussels	 ﾠthat	 ﾠcarry	 ﾠlittle	 ﾠ
heath	 ﾠrisk	 ﾠsince	 ﾠthey	 ﾠare	 ﾠtypically	 ﾠcooked).	 ﾠ	 ﾠ
In	 ﾠ2009	 ﾠthe	 ﾠEU	 ﾠDirectorate	 ﾠGeneral	 ﾠfor	 ﾠHealth	 ﾠand	 ﾠConsumers	 ﾠremoved	 ﾠthe	 ﾠUS	 ﾠfrom	 ﾠthe	 ﾠlist	 ﾠof	 ﾠ
countries	 ﾠpermitted	 ﾠto	 ﾠexport	 ﾠbivalve	 ﾠmollusks	 ﾠand	 ﾠother	 ﾠfishery	 ﾠproducts	 ﾠto	 ﾠthe	 ﾠEU.	 ﾠ	 ﾠThe	 ﾠstated	 ﾠ
rationale	 ﾠfor	 ﾠthe	 ﾠdecision	 ﾠwas	 ﾠdifferences	 ﾠbetween	 ﾠthe	 ﾠAmerican	 ﾠand	 ﾠEU	 ﾠsanitary	 ﾠstandards	 ﾠfor	 ﾠ
live	 ﾠshellfish.	 ﾠSubsequently	 ﾠefforts	 ﾠto	 ﾠdevelop	 ﾠreciprocal	 ﾠequivalence	 ﾠbetween	 ﾠUS	 ﾠand	 ﾠEU	 ﾠsanitary	 ﾠ
standards	 ﾠfor	 ﾠbivalve	 ﾠmollusks	 ﾠhave	 ﾠbeen	 ﾠfrustrated.	 ﾠ	 ﾠ	 ﾠ	 ﾠ	 ﾠ
	 ﾠ
The	 ﾠRequest	 ﾠ	 ﾠ
In	 ﾠJanuary	 ﾠ2012	 ﾠthe	 ﾠFDA	 ﾠoffered	 ﾠto	 ﾠsend	 ﾠauditors	 ﾠover	 ﾠto	 ﾠinspect	 ﾠthree	 ﾠclean	 ﾠwater	 ﾠsites	 ﾠin	 ﾠEU	 ﾠ
states	 ﾠin	 ﾠthe	 ﾠhopes	 ﾠthat	 ﾠthey	 ﾠcould	 ﾠallow	 ﾠspecific	 ﾠharvest	 ﾠareas	 ﾠto	 ﾠimport	 ﾠinto	 ﾠthe	 ﾠUS	 ﾠ(as	 ﾠthey	 ﾠdo	 ﾠ
for	 ﾠother	 ﾠMOU	 ﾠnations).	 ﾠ	 ﾠIt	 ﾠwas	 ﾠour	 ﾠhope	 ﾠthat	 ﾠthis	 ﾠwould	 ﾠbreak	 ﾠthe	 ﾠimpasse	 ﾠand	 ﾠbring	 ﾠnegotiators	 ﾠ
back	 ﾠto	 ﾠthe	 ﾠtable.	 ﾠ	 ﾠHowever,	 ﾠas	 ﾠof	 ﾠJanuary	 ﾠ2014	 ﾠthe	 ﾠFDA	 ﾠreported	 ﾠthat	 ﾠthey	 ﾠhad	 ﾠnot	 ﾠsent	 ﾠauditors	 ﾠ
and	 ﾠoffered	 ﾠno	 ﾠtimeline	 ﾠfor	 ﾠaction.	 ﾠ	 ﾠ	 ﾠ
We	 ﾠwelcome	 ﾠefforts	 ﾠto	 ﾠresolve	 ﾠthis	 ﾠdispute	 ﾠso	 ﾠthat	 ﾠour	 ﾠshellfish	 ﾠproducers	 ﾠcan	 ﾠonce	 ﾠagain	 ﾠaccess	 ﾠ
lucrative	 ﾠmarkets	 ﾠfor	 ﾠshellfish	 ﾠin	 ﾠEU	 ﾠstates.	 ﾠ	 ﾠShould	 ﾠyou	 ﾠhave	 ﾠany	 ﾠquestions	 ﾠor	 ﾠrequire	 ﾠadditional	 ﾠ
information	 ﾠplease	 ﾠdo	 ﾠnot	 ﾠhesitate	 ﾠto	 ﾠcontact	 ﾠme.	 ﾠ
	 ﾠ
Bob	 ﾠRheault,	 ﾠPhD.	 ﾠ
Executive	 ﾠDirector,	 ﾠEast	 ﾠCoast	 ﾠShellfish	 ﾠGrowers	 ﾠAssociation	 ﾠ
bob@ECSGA.org	 ﾠ	 ﾠ	 ﾠ	 ﾠ(401)	 ﾠ783-ﾭ‐3360	 ﾠ	 ﾠ
The	 ﾠNitty	 ﾠGritty	 ﾠDetails	 ﾠ
The	 ﾠFDA’s	 ﾠregulates	 ﾠforeign	 ﾠshellfish	 ﾠimports	 ﾠunder	 ﾠthe	 ﾠImport	 ﾠSeafood	 ﾠProducts	 ﾠCompliance	 ﾠProgram	 ﾠ
7303-ﾭ‐844	 ﾠ(FDA)	 ﾠin	 ﾠcooperation	 ﾠwith	 ﾠthe	 ﾠNOAA	 ﾠSeafood	 ﾠInspection	 ﾠProgram.	 ﾠThe	 ﾠFDA	 ﾠhas	 ﾠnegotiated	 ﾠ
agreements	 ﾠ(MOUs)	 ﾠwith	 ﾠthose	 ﾠcountries	 ﾠthat	 ﾠhave	 ﾠshellfish	 ﾠsanitation	 ﾠprograms	 ﾠthat	 ﾠare	 ﾠjudged	 ﾠto	 ﾠbe	 ﾠ
equivalent	 ﾠwith	 ﾠour	 ﾠprogram	 ﾠ(New	 ﾠZealand,	 ﾠCanada,	 ﾠMexico	 ﾠand	 ﾠKorea,	 ﾠbut	 ﾠnot	 ﾠthe	 ﾠEU).	 ﾠ	 ﾠ
In	 ﾠ2009	 ﾠthe	 ﾠFDA	 ﾠaudited	 ﾠseveral	 ﾠEU	 ﾠgrowing	 ﾠareas	 ﾠto	 ﾠassess	 ﾠtheir	 ﾠsanitation	 ﾠprogram	 ﾠfor	 ﾠequivalency.	 ﾠOur	 ﾠ
sanitation	 ﾠstandard	 ﾠis	 ﾠbased	 ﾠon	 ﾠwater	 ﾠquality	 ﾠmeasurements	 ﾠwhile	 ﾠthe	 ﾠEU	 ﾠmonitors	 ﾠbacteria	 ﾠlevels	 ﾠin	 ﾠ
shellfish	 ﾠmeats	 ﾠ(CODEX).	 ﾠ	 ﾠ	 ﾠStudies	 ﾠcomparing	 ﾠour	 ﾠwater	 ﾠstandard	 ﾠwith	 ﾠthe	 ﾠCODEX	 ﾠmeat	 ﾠstandard	 ﾠindicate	 ﾠ
that	 ﾠclean	 ﾠEU	 ﾠClass	 ﾠ"A"	 ﾠareas	 ﾠare	 ﾠessentially	 ﾠequivalent	 ﾠto	 ﾠthe	 ﾠUS	 ﾠ"Approved"	 ﾠharvest	 ﾠarea	 ﾠclassification.	 ﾠ
The	 ﾠFDA’s	 ﾠproblem	 ﾠwith	 ﾠthe	 ﾠEU	 ﾠmeat	 ﾠstandard	 ﾠarises	 ﾠin	 ﾠgrowing	 ﾠareas	 ﾠnear	 ﾠpopulation	 ﾠcenters,	 ﾠwhere	 ﾠ
depuration	 ﾠ(purging	 ﾠof	 ﾠcontaminants)	 ﾠis	 ﾠrequired.	 ﾠ	 ﾠIn	 ﾠthese	 ﾠareas	 ﾠthe	 ﾠFDA	 ﾠmaintains	 ﾠthat	 ﾠthe	 ﾠEU	 ﾠstandard	 ﾠ
does	 ﾠnot	 ﾠprovide	 ﾠan	 ﾠadequate	 ﾠlevel	 ﾠof	 ﾠprotection	 ﾠfrom	 ﾠenteric	 ﾠviruses.	 ﾠ	 ﾠ
The	 ﾠFDA	 ﾠrightly	 ﾠbelieves	 ﾠthat	 ﾠthere	 ﾠshould	 ﾠbe	 ﾠno	 ﾠequivalency	 ﾠrequirement	 ﾠ(eg.	 ﾠour	 ﾠability	 ﾠto	 ﾠexport	 ﾠ
should	 ﾠnot	 ﾠbe	 ﾠcontingent	 ﾠon	 ﾠtheir	 ﾠability	 ﾠto	 ﾠexport	 ﾠto	 ﾠus).	 ﾠEach	 ﾠnation	 ﾠshould	 ﾠmake	 ﾠthese	 ﾠdecisions	 ﾠbased	 ﾠ
solely	 ﾠon	 ﾠindependent	 ﾠassessments	 ﾠof	 ﾠpublic	 ﾠhealth	 ﾠconsiderations.	 ﾠUnfortunately,	 ﾠit	 ﾠappears	 ﾠthat	 ﾠ
contingency	 ﾠand	 ﾠretaliation	 ﾠare	 ﾠdominant	 ﾠconcerns	 ﾠin	 ﾠthis	 ﾠinstance,	 ﾠpreventing	 ﾠhonest	 ﾠnegotiations	 ﾠto	 ﾠ
resolve	 ﾠthe	 ﾠissue.	 ﾠ	 ﾠ
FDA	 ﾠofficials	 ﾠmeet	 ﾠonce	 ﾠor	 ﾠtwice	 ﾠa	 ﾠyear	 ﾠwith	 ﾠEU	 ﾠcounterparts,	 ﾠhowever	 ﾠlittle	 ﾠprogress	 ﾠis	 ﾠmade.	 ﾠThe	 ﾠEU	 ﾠ
negotiator	 ﾠcontinues	 ﾠto	 ﾠhighlight	 ﾠtwo	 ﾠissues	 ﾠwith	 ﾠUS	 ﾠproduct:	 ﾠ1)	 ﾠUS	 ﾠregulators	 ﾠdo	 ﾠnot	 ﾠrequire	 ﾠmonitoring	 ﾠ
for	 ﾠall	 ﾠmarine	 ﾠbiotoxins	 ﾠ(PSP,	 ﾠRed	 ﾠTide	 ﾠetc)	 ﾠ-ﾭ‐	 ﾠand	 ﾠ2)	 ﾠwe	 ﾠcannot	 ﾠseem	 ﾠto	 ﾠeliminate	 ﾠor	 ﾠcontrol	 ﾠfor	 ﾠthe	 ﾠ
naturally-ﾭ‐occurring	 ﾠbacterium	 ﾠVibrio	 ﾠvulnificus.	 ﾠ	 ﾠIn	 ﾠthe	 ﾠUS	 ﾠrigorous	 ﾠbiotoxin	 ﾠmonitoring	 ﾠis	 ﾠconducted	 ﾠby	 ﾠ
state	 ﾠshellfish	 ﾠcontrol	 ﾠauthorities	 ﾠand	 ﾠis	 ﾠrequired	 ﾠin	 ﾠstates	 ﾠthat	 ﾠhave	 ﾠexperienced	 ﾠproblems.	 ﾠ(NSSP	 ﾠ2009	 ﾠ
Section	 ﾠII	 ﾠChapter	 ﾠIV	 ﾠ-ﾭ‐	 ﾠShellstock	 ﾠGrowing	 ﾠAreas,	 ﾠ2009,	 ﾠp.	 ﾠ04	 ﾠMarine	 ﾠBiotoxin	 ﾠControl).	 ﾠ	 ﾠThe	 ﾠFDA	 ﾠnotes	 ﾠ
that	 ﾠwe	 ﾠhave	 ﾠnot	 ﾠhad	 ﾠa	 ﾠbiotoxin-ﾭ‐related	 ﾠillness	 ﾠfrom	 ﾠcommercially	 ﾠharvested	 ﾠproduct	 ﾠin	 ﾠdecades.	 ﾠ	 ﾠIt	 ﾠis	 ﾠ
notable	 ﾠthat	 ﾠCanada	 ﾠhas	 ﾠShellfish	 ﾠSanitation	 ﾠProgram	 ﾠthat	 ﾠis	 ﾠessentially	 ﾠidentical	 ﾠto	 ﾠours,	 ﾠhowever	 ﾠCanada	 ﾠ
and	 ﾠthe	 ﾠEU	 ﾠdo	 ﾠhave	 ﾠan	 ﾠactive	 ﾠMOU	 ﾠbased	 ﾠon	 ﾠequivalency.	 ﾠ	 ﾠCanada	 ﾠcomplies	 ﾠwith	 ﾠthe	 ﾠEU	 ﾠrequirements	 ﾠby	 ﾠ
testing	 ﾠfor	 ﾠmarine	 ﾠbiotoxins	 ﾠand	 ﾠperforming	 ﾠadditional	 ﾠmeat	 ﾠtesting	 ﾠfor	 ﾠexports.	 ﾠ	 ﾠ	 ﾠ
While	 ﾠVibrio	 ﾠvulnificus	 ﾠbacteria	 ﾠare	 ﾠa	 ﾠmanagement	 ﾠchallenge,	 ﾠthey	 ﾠare	 ﾠprimarily	 ﾠassociated	 ﾠwarm	 ﾠwater	 ﾠ
production	 ﾠwith	 ﾠthe	 ﾠvast	 ﾠmajority	 ﾠof	 ﾠcases	 ﾠassociated	 ﾠwith	 ﾠGulf	 ﾠCoast	 ﾠoysters	 ﾠharvested	 ﾠduring	 ﾠwarm-ﾭ‐
weather	 ﾠmonths.	 ﾠV.	 ﾠvulnificus	 ﾠassociated	 ﾠwith	 ﾠshellfish	 ﾠconsumption	 ﾠcauses	 ﾠonly	 ﾠabout	 ﾠ35	 ﾠillnesses	 ﾠa	 ﾠyear	 ﾠ
while	 ﾠmillions	 ﾠof	 ﾠservings	 ﾠare	 ﾠsafely	 ﾠconsumed.	 ﾠ
	 ﾠ
	 ﾠ
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